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DEL-Bio Incorporation
C/O Ms. lErica Li
Quality Assurance Manager
Delta Products Corporation
4405 Gushing Parkway
Fremont City, CA 94538

Re: K133090
Trade/Device Name: Oxicare Fingertip Pulse Oximeter. Model D[312
Regulation Number: 21 CFR 870.2700
Regulation Name: Oximeter
Regulatory Class: 11
Product Code: DQA
Dated: January 28, 2014
Received: January 29, 2Q14

Dear Ms. Li:

We have reviewed your Section 5 10(k) premarket notification of intent to market thle device
referenced above and have determined the device is substantially equivalent (for thle indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug.
and Cosmetic Act (Act) that do not require approval of a preinarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-1 does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Hi (Special Controls) or class Ill (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You Must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 80 1); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for Your device on our labeling regulation (21 CFR Part 80 1), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
littp://wwvw.fda.gov/MedicalDevices/ResotircesforYoui/lndustrv,/dethu lt.html. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
litti)://www.fda.aov/Medicalflevices/SafctNv/Reportairobleiri/dcfaiult.itin for the CDRI-ls Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities Under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.p!ov/Medica]Devices/ResotircesforYou/indiistn,/default.ltin.

Sincerely yours,

- -Teijshri Pur'hit-Sheth, M.D.
Clinidl be'pdt Director

G DARID N
FOR

Erin 1. Keith, M.S.
Acting Director
Division of Anesthesiology. General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



DELBIo Incorporation Oxicare Fin getip Pulse Oximeter

5 10(K) Notification

Indications for Use Form

510(k) Number (if known): K(133 090

Device Name: Oxicare Fingertip Pulse Oximeter, model D812

Indications for Use:

The Fingertip Pulse Oximeter (DB12) is used for spot-checking of functional arterial oxygen
saturation (Sp02) and pulse rate (PR) of adult patients in hospitals, physician's office,
clinical settings and home care environment.

The Fingertip Pulse Oximeter (DB12) is not intended for continuous monitoring.

Prescription Use X AN/R Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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